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DETAILED ACTION 

Formal Matters 

Applicants' response and amendments to the claims, filed 1 1/21/2008, are 
acknowledged and entered. Claims 1-9, 11-13, 15, 17, and 31-32 are pending and under 
examination. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1 1/21/2008 has been entered. 

Response to Arguments 
Applicant's arguments with respect to claims 1-9, 11-13, 15, 17, and 31-32 have 
been considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 - New Ground of Rejection 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1 .56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The rejection of claims 1-4, 6-8, 11-13, 15, 17, and 31-32 as being unpatentable 
over Modak et al. and Dodd et al. in view of Luebbe et al. is withdrawn in light of 
Applicants' amendment to claim 1, which added the limitation "0.05%-4% 
(weight/weight) incroquat". The cited references do not teach or suggest the claimed 
incroquat. 

The rejection of claim 5 as being unpatentable over Modak et al. and Dodd et al. 
in view of Luebbe et al. and further in view of O'Laughlin et al. is withdrawn in light of 
Applicants' amendment to claim 1 as discussed supra. 

The rejection of claim 9 as being unpatentable over Modak et al. and Dodd et al. 
in view of Luebbe et al. and further in view of Turner et al. is withdrawn in light of 
Applicants' amendment to claim 1 as discussed supra. 

Claims 1-9, 1 1-13, 15, 17, and 31-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Modak etal. (U.S. Patent No. 5,985,918; Issued Nov. 16, 1999) and 
Modak etal. (U.S. Patent No. 5,965,610; Issued Oct. 12, 1999; Filed Jun. 9, 1997) in 
view of Wei etal. (U.S. 2002/0098159 Al; Published Jul. 25, 2002; Filed May 18, 2001). 

The instant claims recite compositions comprising two or more water-soluble 
organic salts of zinc, an antimicrobial agent, incroquat, farnesnol, and further comprising 
water, ethanol, and one or more agents selected from the group consisting of a gelling 
agent, a thickening agent, a hydrophilic or hydrophobic polymer, an emulsifying agent, 
and an emollient. 

Modak et al. ('918) teach of the use of organic salts of zinc in anti-irritant topical 
formulations (Abstract). 
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Organic salts of zinc include zinc salicylate, zinc tannate, zinc gluconate, zinc 
undecylenate, zinc valerate, zinc laurate, zinc stearate, zinc lactate and zinc propionate 
(col. 1, lines 56-60) as recited in instant claim 2. 

The organic salts of zinc may be comprised in a cream base, which may be 
hydrophilic or hydrophobic (col. 2, lines 8-9). Said cream bases are known to include 
water, dimethicone, glycerin and other excipients such as vitamin E as recited in claims 5 
and 31 (id. at lines 10-26). 

The concentration of organic salts of zinc may vary from between 1 to 15% and in 
a particular embodiment, may comprise 0.1 to 1% zinc salicylate (id. at lines 27-30 and 
lines 36-45)). This suggests and motivates the amounts of zinc salts as recited in claim 1. 

Further, in addition to zinc salicylate, the compositions may comprise "one or 
more other organic salts of zinc, thus motivating the inclusion of "two or more" zinc salts 
as recited in instant claim 1 (id. at lines 30-31). 

With respect to the amounts of water and emollients recited in the instant claims, 
if the compositions taught in Modak et al. comprise about 1 to 15% organic zinc salt in a 
cream base, the remaining percentage must be comprised of water and emollients. 
Modak et al. do not teach compositions further comprising incroquat or an antimicrobial 
compound. 

However, Modak et al. ('610) teaches zinc gluconate gel-containing topical 
compositions which have an anti-irritant effect on the skin (Abstract). Said topical 
compositions further comprise chlorhexidine gluconate (id.). Chlorhexidine gluconate is 
an antimicrobial agent recited in instant claim 11. The compositions of Modak et al. can 
contain anti-microbial agents or combinations of anti-microbial agents (col. 4, lines 57- 
59) such as benzalkonium chloride and chlorhexidine and salts thereof (col. 5, lines 2-3 
and 15-40). 

The gels of the topical compositions may be formed from 1-10 percent zinc 
gluconate, 0.4-4 percent chlorhexidine gluconate and 2 to 20 percent purified water (col. 
26, lines 14-18). Such amounts obviate the amounts of zinc salts, antimicrobial agent, 
and water as recited in claims 1 and 3. 
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Creams for use as topical compositions may comprise a water phase comprising 
0.05-4 percent Ucare JR-400, which is an emollient as recited in claim 4 and which 
contains a "polyquaternium compound" as recited in claim 5,0.5-5 percent crodamol, 
which is a gelling or thickening agent as recited in claims 6 and 7, and 1-10 percent 
incroquat behenyl TMS as recited in claim 1 (col. 26, lines 18-26). 

The primary and secondary references thus teach, suggest, and motivate topical 
compositions comprising two or more zinc salts (e.g., zinc gluconate and zinc salicylate), 
one or more antimicrobial compounds (e.g., benzalkonium chloride and chlorhexidine 
gluconate), and further comprising water, ethanol, and one or more agents selected from 
the group consisting of gelling agents and/or thickening agents (e.g., crodamol), 
hydrophilic or hydrophobic polymers (e.g., dimethicone), emulsifying agents, and 
emollients (e.g, UCare JR-400 and/or glycerin). The references do not teach the claimed 
farnesol claims 1 and 17. 

However, Wei et al. discloses that benzalkonium chloride is a known non-cationic 
antimicrobial agent (page 7, [0096-0098]) and that farnesol as recited in claims 1 and 17 
and the oils recited in claim 32 and are known naturally occurring antimicrobial agents 
(pages 9-10, [0256]). Wei et al. further teach that the claimed gelling agents, thickening 
agents, hydrophilic or hydrophobic polymers, emulsifying agents, and emollients are 
known excipients useful in topical cream compositions. In this regard, Wei et al. disclose 
mildness enhancers including cationic and nonionic polymers, co-surfactants, 
moisturizers, and mixtures thereof such as polyethylene and polypropylene glycols and 
silicone polymers in amounts ranging from 0.1 to 1% (page 10, [0260]). Silicone oils 
such as mixtures of dimethicone and dimethiconol are disclosed at page 10, [0267] and 
non- volatile silicones ranging from 0.01 to 5% as degreasing agents are disclosed at page 
12, [0283]. Stabilizers comprising a polymeric thickener such as hydroxy ethyl cellulose 
or polyquaternium 10 in amounts ranging from 0.01 to 5% are disclosed at page 13, 
[0305]. 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to have formulated a topical composition comprising the 
claimed excipients. Modak et al. ('918) suggest the use of two or more organic zinc salts 
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as anti-irritant components of topical compositions. While Modak et al. ('918) do not 
teach the addition of antimicrobial agents to said topical compositions, Modak et al. 
('610) teach topical compositions containing zinc gluconate and one or more 
antimicrobial agents such as chlorhexidine gluconate also have an anti-irritant effect on 
the skin. While Modak et al. ('610) suggest that mixtures of antimicrobial agents can be 
used in the compositions disclosed therein, the inventors do not explicitly recite farnesol. 
However, they do teach that the term "anti-microbial" agent means any substance which 
inactivates microbial pathogens. As such, the anti-microbial agents disclosed in Wei et 
al. are reasonable substitutions and/or additions to the anti-microbial agents explicitly 
disclosed in Modak et al. ('610). 

One of ordinary skill in the art at the time the invention was made would have 
been imbued with at least a reasonable expectation that addition of one or more anti- 
microbial agents to the topical compositions disclosed in Modak et al. ('918) would result 
in a topical composition having anti-microbial activity with minimal irritation based on 
the combined teachings of the cited references. With respect to the recited gelling agents, 
thickening agents, hydrophilic or hydrophobic polymers, emulsifying agents, and 
emollients, such excipients are well established in the art as useful in the formulation of 
topical compositions as taught by Modak et al. ('918), Modak et al. ('610), and Wei et al. 
As such, it is well within the purview of the skilled artisan using no more than routine 
experimentation to combine these agents in suitable amounts in a topical composition. 

The implicit motivation to combine to the cited references is based on the fact that 
Modak et al. and Modak et al. are both drawn to compositions comprising zinc salts for 
use as anti-irritant topical compositions, optionally containing one or more anti-microbial 
agents (Modak et al. ('610)). Wei et al. is also drawn to topical compositions containing 
anti-microbial agents. As such, one skilled in the art could readily envision formulation 
of a topical composition containing two or more zinc salts as suggested and motivated by 
Modak et al. ('918) and further containing one or more anti-microbial agents as suggested 
and motivated by both Modak et al. ('610) and Wei et al. The skilled artisan would 
expect that two anti-microbial agents would be more effective than only one anti- 
microbial agent in such compositions. 
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Claims 1-9, 11-13, 15, 17, and 31-32 are rejected under 35 U.S.C. 103(a) as being 
obvious over Modak et al. (US 2003/0152644 Al; Published Aug. 14, 2003; Filed Oct. 
23, 2001) and Modak et al. (U.S. Patent No. 5,985,918; Issued Nov. 16, 1999) in view of 
Wei et al. (U.S. 2002/0098159 Al; Published Jul. 25, 2002; Filed May 18, 2001). 

The applied reference (US 2003/0152644 Al) has a common inventor with the 
instant application. Based upon the earlier effective U.S. filing date of the reference, it 
constitutes prior art only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) 
might be overcome by: (1) a showing under 37 CFR 1 . 1 32 that any invention disclosed 
but not claimed in the reference was derived from the inventor of this application and is 
thus not an invention "by another"; (2) a showing of a date of invention for the claimed 
subject matter of the application which corresponds to subject matter disclosed but not 
claimed in the reference, prior to the effective U.S. filing date of the reference under 37 
CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the application 
and reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(1X1) and § 706.02(1)(2). 

Modak et al. ('644) disclose antimicrobial compositions having synergistic 
combinations of octoxyglycerin and at least one other antimicrobial agent (Abstract). In 
certain embodiments, skin irritation is minimized by low concentrations of antimicrobials 
and/or the presence of soothing components such as zinc (id.). Zinc compounds are 
disclosed to have anti-irritant activity (page 3, [0026]). Preferred zinc compounds are 
zinc salts such as zinc gluconate, zinc salicylate, zinc acetate, and zinc undecylate as 
recited in claim 2 (id.). Modak et al. disclose emollients, thickening and/or gelling 
agents, surfactants, and additional additives such as silicone fluid (e.g., dimethicone), and 
vitamins (e.g., vitamin E) (page 3, [0027] and [0029]; page 4, [0031] and [0033]). The 
examples provided in Modak et al. disclose antiseptic gels and aqueous formulations 
containing, among other ingredients: 
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1) 0.8% zinc gluconate, 65% ethanol, 23.13% water, 0.15% Ucare JR 400 
(polyquateratum-10), 1.0% incroquat behynyl TMS, 0.5% dimethicone, 1.5% propylene 
glycol, 1.0% glycerine, 0.05% chlorhexidine digluconate, and 0.12% benzalkonium 
chloride; 

2) 31.32% water, 0.08% UCare, 0.4% incroquat, 63.5% ethanol, 0.4% Glucam E- 
20, 0.05% chlorhexidine digluconate, and 0.12% benzalkonium chloride; or 

3) 30.5% water, 0.4% incroquat, 1.0% propylene glycol, 63.5% ethanol, 0.4% 
Glucam E-20, 0.05% chlorhexidine digluconate, and 0.12% benzalkonium chloride. 

The compositions, which can also contain zinc stearate as recited in claim 7 in an 
amount of 3.8% (see formulation 3 at page 4), obviate the claimed excipients and 
amounts of excipients as recited in claims 1-9, 11-13, 15, 17, and 31. 

Modak et al. ('918) teach of the use of organic salts of zinc in anti-irritant topical 
formulations (Abstract). 

Organic salts of zinc include zinc salicylate, zinc tannate, zinc gluconate, zinc 
undecylenate, zinc valerate, zinc laurate, zinc stearate, zinc lactate and zinc propionate 
(col. 1, lines 56-60) as recited in instant claim 2. 

The organic salts of zinc may be comprised in a cream base, which may be 
hydrophilic or hydrophobic (col. 2, lines 8-9). Said cream bases are known to include 
water, dimethicone, glycerin and other excipients such as vitamin E as recited in claims 5 
and 31 {id. at lines 10-26). 

The concentration of organic salts of zinc may vary from between 1 to 15% and in 
a particular embodiment, may comprise 0.1 to 1% zinc salicylate {id. at lines 27-30 and 
lines 36-45)). This suggests and motivates the amounts of zinc salts as recited in claim 1. 

Further, in addition to zinc salicylate, the compositions may comprise "one or 
more other organic salts of zinc, thus motivating the inclusion of "two or more" zinc salts 
as recited in instant claim 1 {id. at lines 30-31). 

Neither the primary or secondary reference teaches adding farnesol to the 
compositions disclosed therein. 

However, Wei et al. discloses that farnesol as recited in claims 1 and 17 and the 
oils recited in claim 32 and are known naturally occurring antimicrobial agents (pages 9- 
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10, [0256]). Wei et al. further teach that the claimed gelling agents, thickening agents, 
hydrophilic or hydrophobic polymers, emulsifying agents, and emollients are known 
excipients useful in topical cream compositions. In this regard, Wei et al. disclose 
mildness enhancers including cationic and nonionic polymers, co-surfactants, 
moisturizers, and mixtures thereof such as polyethylene and polypropylene glycols and 
silicone polymers in amounts ranging from 0.1 to 1% (page 10, [0260]). Silicone oils 
such as mixtures of dimethicone and dimethiconol are disclosed at page 10, [0267] and 
non- volatile silicones ranging from 0.01 to 5% as degreasing agents are disclosed at page 
12, [0283]. Stabilizers comprising a polymeric thickener such as hydroxy ethyl cellulose 
or polyquaternium 10 in amounts ranging from 0.01 to 5% are disclosed at page 13, 
[0305]. 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to have formulated a topical composition comprising the 
claimed excipients. Modak et al. ('644) disclose antimicrobial compositions having 
synergistic combinations of octoxyglycerin and at least one other antimicrobial agent 
wherein skin irritation is minimized by low concentrations of antimicrobials and/or the 
presence of soothing components such as zinc. Modak et al. ('918) suggest the use of two 
or more organic zinc salts as anti-irritant components of topical compositions. While 
Modak et al. ('644) suggest that mixtures of preferably at two antimicrobial agents can be 
used in the compositions disclosed therein, the inventors do not explicitly recite farnesol. 
However, the anti-microbial agents disclosed in Wei et al. are reasonable substitutions 
and/or additions to the anti-microbial agents explicitly disclosed in Modak et al. ('644). 

One of ordinary skill in the art at the time the invention was made would have 
been imbued with at least a reasonable expectation that addition of two or more zinc salts 
to the antimicrobial topical compositions disclosed in Modak et al. ('644) would result in 
a topical composition having anti-microbial activity with minimal irritation based on the 
combined teachings of the cited references. With respect to the recited gelling agents, 
thickening agents, hydrophilic or hydrophobic polymers, emulsifying agents, and 
emollients, such excipients are well established in the art as useful in the formulation of 
topical compositions as taught by Modak et al. ('644), Modak et al. ('918), and Wei et al. 
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As such, it is well within the purview of the skilled artisan using no more than routine 
experimentation to combine these agents in suitable amounts in a topical composition. 

The implicit motivation to combine to the cited references is based on the fact that 
Modak et al. and Modak et al. are both drawn to compositions comprising zinc salts for 
use as anti-irritant topical compositions, optionally containing one or more anti-microbial 
agents (Modak et al. ('644)). Wei et al. is also drawn to topical compositions containing 
anti-microbial agents. As such, one skilled in the art could readily envision formulation 
of a topical composition containing two or more zinc salts as suggested and motivated by 
Modak et al. ('918) and further containing one or more anti-microbial agents as suggested 
and motivated by both Modak et al. ('644) and Wei et al. The skilled artisan would 
expect that two anti-microbial agents would be more effective than only one anti- 
microbial agent in such compositions. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAMES D. ANDERSON whose telephone number is 
(571)272-9038. The examiner can normally be reached on MON-FRI 9:00 am - 5:00 pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-071 8. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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